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National Childhood Vaccine Injury Act of 1986 
Selected provisions 

▪ Vaccine Adverse Event Reporting System (VAERS)
– Accepts reports of adverse events following vaccination

▪ Vaccine Information Statements (VIS)

– Required for childhood vaccines

▪ National Vaccine Injury Compensation Program (NVICP)
– Compensates those injured by vaccines on a "no fault" basis
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Vaccine Adverse Event Reporting System (VAERS)

▪ National spontaneous (or passive) reporting system for 
adverse events  after US-licensed vaccines 

– Receives ≈ 58,000 reports annually* 

– Accepts reports from healthcare providers, manufacturers and public

– Signs/symptoms of AE are coded using the Medical Dictionary for 
Regulatory Activities (MedDRA)± terms and entered into a database

– Primarily used for signal detection and hypothesis generation

▪ Jointly administered by CDC and FDA since 1990

* 2014-2018
± http://www.meddra.org/

http://www.meddra.org/
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Objectives of VAERS

▪ Signal detection/hypothesis generation

– Detect new, unusual, or rare vaccine adverse events (AEs)

– Identify potential risk factors in vaccine recipients for particular types 
of AEs

– Monitor trends in known AEs, particularly increased reporting over 
time

– Assess the safety of newly licensed vaccines

▪ Rapidly respond to vaccine safety concerns or public health 
emergencies

– Example:  large scale pandemic influenza vaccination program
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What to report to VAERS

▪ Any medically important health event/adverse event following 
vaccination (events of concern to provider, patient or family) following 
immunization even if you are not sure the vaccine caused the event
– Local: redness, swelling, pain at injection site

– Systemic:  fever, myalgia, headache

– Allergic:  hives, pruritis, anaphylaxis

– Vaccination errors (e.g., wrong drug administered)

▪ The National Childhood Vaccine Injury Act mandates healthcare 
providers report specific AEs following vaccination and those 
contraindicated to receiving another dose of the vaccine 
– VAERS Table of Reportable Events 

https://vaers.hhs.gov/docs/VAERS_Table_of_Reportable_Events_Following_Vaccination.pdf
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VAERS Table of Reportable Events following vaccination
https://vaers.hhs.gov/docs/VAERS_Table_of_Reportable_Events_Following_Vaccination.pdf

https://vaers.hhs.gov/docs/VAERS_Table_of_Reportable_Events_Following_Vaccination.pdf
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How to Report to VAERS: 
Two Options

1. Report online on the VAERS

website (vaers.hhs.gov)

2. Report using a writeable pdf

– Download the 1 page form

– Complete and upload into

the VAERS website
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Vaccine Adverse Event Reporting System (VAERS)

Strengths

▪ National data 

▪ Accepts reports from anyone

▪ Rapidly detects safety signals 

▪ Can detect rare adverse events

▪ Data available to public

Limitations

▪ Reporting bias 

▪ Inconsistent data quality and 
completeness

▪ Lack of unvaccinated comparison group

▪ Generally cannot assess causality

• VAERS accepts all reports from all reporters without making judgments on 
causality or judging clinical seriousness of the event

• As a hypothesis generating system, VAERS identifies potential vaccine safety 
concerns that can be studied in more robust data systems
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Example of A Signal Found in VAERS

▪ Febrile seizures following inactivated 
influenza vaccine
– 2010-2011 influenza season: VAERS detected a febrile 

seizure signal

– Signal was further assessed and quantified in other CDC 
safety systems*

– Co-administration of inactivated influenza vaccine and 
pneumococcal conjugate vaccine to young children slightly 
increased the risk of fever and febrile seizures

▪ Findings from CDC’s ISO were incorporated  
into the Vaccine Information Statements 
(VIS)

*Broder et al. In the heat of a signal: responding to a vaccine safety signal for febrile seizures after 2010-11 influenza vaccine in young children, United States. 

Vaccine. 2012 Mar 2;30(11):2032-4
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Another Example of A Signal Found in VAERS

▪ Administration of expired flu vaccine
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Do your part for Vaccine Safety: 
Report to VAERS at vaers.hhs.gov 



For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY:  1-888-232-6348    www.cdc.gov

The findings and conclusions in this report are those of the authors and do not necessarily represent the 
official position of the Centers for Disease Control and Prevention.

Thank you
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